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DETAILED ACTION 

• Receipt is acknowledged of applicants' response to notice of non-compliant 
amendment, filed on 19 December 2008. 

• Applicants' remarks, filed on 14 March 2008 have been considered but are moot in 
view of the new grounds of rejection. 

Election/Restrictions 

Applicants' election without traverse of species l(e) and ll(b) in the reply filed on 
19 December 2008 is acknowledged. 

Claims 9, 10, 12, 14, 16, and 23 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to nonelected species, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on 19 December 2008. 

It is noted that Groups I and II of the restriction requirement of 2 May 2007 have 
been rejoined with this Office action. 

Claim Objections 

Claim 18 is objected to because of the following informalities: claim 18 partially 
depends from withdrawn claim 16. Appropriate correction is required. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1. Claims 1-3, 5-7, 18, and 19, are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. 2004/0022844 ("Hasenzahl"). 

Hasenzahl teaches granular pharmaceutical compositions (see paragraph 0001) 
comprising: 

• the hard capsule of instant claim 1 (see claim 3); 

• the inorganic substance (silicone dioxide) contained with penem antibiotic 
(e.g. faropenem) of instant claim 1 (see paragraph 0119 and 120); 

• the gelatin based hard capsule of instant claim 2 (see claim 3); 

• the silicon dioxide of instant claim 3 (see paragraph 01 1 9); 

• the inorganic substance concentration (e.g. 5 to 25 wt. %) of instant claims 5, 
18, and 19 (see paragraph 0017); 

• the solid or semisolid form of instant claim 6 (see paragraph 01 1 7); and 

• the granule (e.g. granulates or powders) of instant claim 7 (see paragraph 
0117); 

Although Hasenzahl does not provide an explicit example of the formulation 
being claimed, the reference discloses every element of the formulation disclosed in 
claims 1-3, 5-7, 18, and 19 in the same configuration as claimed (see above). 
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Hasenzahl explains that the disclosed composition provides improvements in he 
bioavailability of sparingly soluble medicaments and protects active agents from 
environmental insults (see paragraph 0005). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a hard capsule in which an inorganic substance is 
contained with a penem antibiotic, as taught by Hasenzahl. One of ordinary skill in the 
art at the time the invention was made would have been motivated to make such a 
composition because it provides improvements in the bioavailability of sparingly soluble 
medicaments and protects active agents from environmental insults, as explained by 
Hasenzahl (see above). 

2. Claims 1 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. 2004/0022844 ("Hasenzahl") in view of DE 101 44 557 ("Bruck"). 

Hasenzahl teaches granular pharmaceutical compositions (see above). 

Hasenzahl differs from the instant application in that it does not teach the 
compound of instant claim 17 (faropenem daloxate). However, use of faropenem 
daloxate in controlled release oral formulations was known in the art at the time the 
instant application was filed, as evinced by Bruck (see, e.g., page 1 , EPO machine 
translation, attached). 

Bruck explains that use of faropenem daloxate is beneficial compared to other 
beta lactams, because it is absorbed in the deep intestine section, including the colon 
(see, e.g., page 1, EPO machine translation, attached). 
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It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a hard capsule in which an inorganic substance is 
contained with the penem antibiotic faropenem daloxate, as taught by Hasenzahl in 
view of Bruck. One of ordinary skill in the art at the time the invention was made would 
have been motivated to make such a composition because it results in absorption in the 
deep intestine, as explained by Bruck (see above). 

3. Claims 1 , 8, 1 1 , 13, 20, and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. 2004/0022844 ("Hasenzahl") in view of U.S. 2005/0004155 
("Boyd"). 

Hasenzahl teaches granular pharmaceutical compositions {see above). 

Hasenzahl differs from the instant application in that it does not teach drug with a 
functional coating (instant claim 8), mixtures of drug with a functional coating and 
without a functional coating (instant claims 1 1 , 20, and 21 ), and mixtures of drug with an 
enteric coating and a gastric coating (instant claim 13). 

Boyd teaches active ingredients such as penem antibiotics {see paragraph 0089) 
in particulate formulations surrounded by a coating {see paragraph 01 14). The active 
ingredients may be without a functional coating ("...conventional tablets with binders 
which dissolve in the stomach."), gastric coatings ("Coatings which dissolve at the pH of 
the stomach..."), enteric coatings ("Release only in the intestine is achieved using 
conventional enteric coatings...), or combinations thereof {see paragraph 0107). 
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While Boyd does not the ratio of instant claim 21 , determination of such 
parameters are a matter of optimization or routine experimentation. Boyd explains that 
release throughout the gastrointestinal tract may be achieved by, e.g., pellets which 
dissolve at different pHs (see paragraph 0107). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a hard capsule in which an inorganic substance is 
contained with a penem antibiotic, wherein the drug is comprised of a functional coating 
mixture of gastric and enteric coating or a mixture of drug with and without functional 
coating as taught by Hasenzahl in view of Boyd. One of ordinary skill in the art at the 
time the invention was made would have been motivated to make such a composition 
because it allows for release throughout the gastrointestinal tract, as explained by Boyd 
(see above). 

* 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HASAN S. AHMED whose telephone number is 
(571)272-4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on (571)272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/H. S. A./ 

Examiner, Art Unit 1615 

/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1615 



